PHILIPS

URGENT Field Safety Notice

MobileDiagnost wDR: Potential for serious injury or death resulting from failure of the telescopic arm
anti-fall mechanism.

13-May-2024

This document contains important information for the continued safe and proper use of
your equipment

Please review the following information with all members of your staff who need to be aware of
the contents of this communication. It is important to understand the implications of this
communication.

Please retain this letter for your records.

Dear Customer,

Philips has become aware of a potential safety issue which could occur in MobileDiagnost wDR systems
manufactured between 2016 and 2020, related to the steel cable installed inside the column which supports
the weight of the telescopic arm. This URGENT Field safety Notice is intended to inform you about:

1. What the problem is and under what circumstances it can occur
Philips has been made aware by supplier Sedecal of a potential problem related to interference between the
steel cable and metal plate in the carriage of MobileDiagnost wDR systems' telescopic arm. The potential
interference is caused by the shape of the cable’s crimped terminals {see Figure 1). This issue may result in
failure of the anti-fall system which would prevent the telescopic arm from falling if the steel cable breaks. If
the steel cable breaks and the anti-fall system does not activate, the telescopic arm may fall on operators,
patients, or service personnel.

Philips has not received any reports of this issue or harm as of April 2024.

Figure 1. Crimped terminal of steel cable

2. Hazard/harm associated with the issue.

if the telescopic arm falls, the risk to patients, users, and service personnel may include physical injury {e.g.
pain, bruise, laceration, fracture, concussion}, or death.
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3. Affected products and how to identify them.

tdentification of Impacted Systems:
The model name, model number (REF), and serial number (SN} of impacted systems are listed in Appendix A.
Impacted system REF numbers and label location are provided in Table 1.

Table 1.
Model Name | Model Number {REF) System Label . Label Location
9890-010-89522 "“u“'"'.-‘?';"'“ I~ I e -
712002 ce . ¥
MobileDiagnost 712004 e N ﬁ
WOR 712005 2 =S ® A J KEs
712006 =) - "
712007 $ogige

intended Use:

The MobileDlagnost wDR is suitable for all routine radiographic exams, including specialty areas such as
intensive care, trauma, operating room, or pediatric work. Standard radiography procedures are, for

example:
e X-ray examinations of the skeleton including skull, chest, spine, pelvis, upper extremities, lower
extremities, etc.

¢ X-ray examinations of the lung
¢  X-ray examinations of soft tissue such as abdomen
The user has the following exposure methods available.
¢ Free exposure technique for two differently sized wireless portable detectors.
® Free exposure technique for film cassettes and or CR systems
4. Actions that should be taken by the customer / user in order to prevent risks for patients or users.

A. You may continue to use your Mobile Diagnost wDR system(s) in accordance with the intended use.
Circulate this notice to all users of this device so that they are aware of the issue and associated
hazard/harm.

B. Place a copy of this Urgent Field Safety Notice with the IFU {User Manual) provided with the device for
reference.

C. Complete and return the attached response form to Philips promptly and no later than 30 days from
receipt. Completing this form confirms receipt of the Urgent Field Safety Notice, understanding of the
issue, and required actions to be taken.

§. Actions planned by Philips to correct the prablem.
A Philips representative will contact you to schedule a time for a Field Service Engineer (FSE) to visit your
site to perform an inspection and if needed, install a new cable. {Reference FCO071200237).

if you need any further information or support concerning this issue, please contact your local Philips
representative.

This notice has been reported to the appropriate Regutatory Agencies.

Sincerely,

Quality Director, DXR
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URGENT Field Safety Notice Response Form

Reference: MobileDiagnost wDR: Potential for serious injury or death resulting from failure of the telescopic
arm anti-fall mechanism. (Reference FC071200237)

Instructions: Please complete and return this form to Philips promptly and no later than 30 days from receipt.

Completing this form confirms receipt of the Urgent Field Safety Notice, understanding of the issue, and
required actions to be taken.

Customer/Consignee/Facility Name:

Street Address:

City/State/ZIP/Country:

Customer Actions:

A. You may continue to use your Mobile Diagnost wDR system(s} in accordance with the intended use.
Circulate this notice to all users of this device so that they are aware of the issue and associated
hazard/harm.

B. Place a copy of this Urgent Field Safety Notice with the IFU (User Manual) provided with the device for
reference.

C. Complete and return the attached respanse form to Philips promptly and no later than 30 days from

receipt. Completing this form confirms receipt of the Urgent Field Safety Natice, understanding of the
issue, and required actions to be taken.

We acknowledge receipt and understanding of the accompanying Urgent Field Safety Notice and confirm that
the information from this Letter has been properly distributed to all users that handle the impacted
MobileDiagnost wDR systems.

Name of person completing this form:

Signature:

Printed Name:

Title:

Telephone Number:

Email Address:

Date (DD / MMM / YYYY):

Please complete and return the attached acknowledgement form to Philips DXR via email to:
pd.cnr@philips.com

Philips Reference C&R #2024-PD-DXR-004 Page 3of 7



£jota8ed POO-UXG-Od-PZ0TH H'3D S3UI3J2Y sdid
VB000E6INS | FZODOZBINS | 9O0ZOOZZINS | BYIOOZLINS | Z6000ZLINS | VEOOOZZINS | C€000ZITNS | 1e€000z9TNS |  L¥T0OZLT 8T000LT
50000291 9700091 €5 9Z00ZLINS | GETOOCEINS | PETOOZSINS | OETOOCSINS | GZIOOCBINS | BCLOOZBENS | C600OZBINS
TG000Z3INS | GBOOOZSINS | OLOOOZSINS | GZOOOZSTNS | SSOOGZBINS | ¥SO00ZS8INS | €SO00ZSINS | ZSOOOZBINS | TSO00ZBINS | Z8000E6INS
ZOOOOESINS | VOOOOZZINS | €O0000E0C | CODDOEGZNS | TOOOOEOC | UITOOEGINS | OTTOOEGTNS | SOLOOEGINS | 90TOOEGINS | SOTOOEGINS
VOTODEGINS | LGOODEGINS | GBODOEGINS | 9IBO0OEGINS | €BOODEGINS | USOOUEGINS | OBOOOEGINS | GLODOEGINS | B/00OEGINS | TZODOEGINS
G9000EGINS | SJ000EGINS | SO0DOEGINS | TO000EGINS | C9000E6INS | SSO00EGINS | LSOOOEGINS | 9SO00E6INS | YSOOOEGINS | E€SO000EGINS
ZSOOOEGINS | TSO00EGINS | OSODOEGINS | GVOODEGINS | SBPOODEGINS | LVOODEGINS | GEOODEGINS | SEO00EGINS |  LEOODEGT 9E000E6T
S00000EGTNS | VEDOOTGINS | TEOODEGINS | GIOOOE6INS | LCODOEGINS | CCOOOEGINS | OCOODEGINS | GIOODEGINS | SEOOOEGINS | LIOOOEGINS
STODOEGINS | VIDDOEGINS | ETOOOEGINS | CTOOOSGINS | TTOOOEGINS | OTODOEGINS | GODOOEGTNS | SVEOOZSINS | OVEOOZBENS | TEEOOZBINS
ZTE00ZSENS | 9TEOOZSINS | CTE0OCBINS | TUEOOZBINS | GOEOOCSINS | LOEOOZBINS | [BIOOZBINS | SBTOOZSINS | OSZOOZSINS | 9LTOOTSINS
SITOOCSINS | ELCOOCSINS | CLZOOZBINS | OZLOOZSINS | COTOOZBINS | SSCOOCBINS | OSCOOZSINS | SEZOOZSINS | SECOOZSINS | LTZOOTBINS
OZTO0CSINS | SCZOOZSINS | TCZOOCBINS | OCZOOZSINS | ZIZOOZSINS | TOZOOZBINS | S6LOOZBINS | /6LODZGINS | 96I00ZBINS | SBTOGZSINS
VBTOOZSING | TSLOOCSINS | BSTOOCBINS | LSTOOZSINS | OSTOOCSINS | ESTOOCBINS | CSIDOZBINS | GVEOOZBINS | BVIOOZBINS | 9ZTOOZSINS
STTO0ZBINS | CZIOOZHINS | TCTOOZSINS | OZIOOZSINS | GLTOOCBINS | BITOOCBINS | SUTOOZBINS | $ITOOZSINS | ZOTOOZBINS | 90TOGZSINS
SOTOOZBINS | VOTOOZSINS | EOTOOZSINS | COTOOZSINS | TOTOOZSINS | OOTOOZBINS | 66000Z8TNS | 86000Z8TNS | ¥6000ZSINS | 06000ZSINS
£8000CBINS | BLOOOCSINS | LIOOOCSINS | €LOOOZSINS | 69000CSINS | ¥9000Z8T | 09000ZSINS |  bv000ZST 0OE000Z8T 81000781
90000Z8INS | VECOOZLT | SCZOOCLINS |  €Z200TLT TCCO0CLT | OTCOOCLINS | STZOOZZINS | EVCOOZZINS | CIZOOZLINS |  TICO0CLT
GOCOOCLINS | BOZOOTZT | EOCOOCZINS | OGIOOCZINS | BLTOOZZINS | OLTOOZLINS | G9TOOZLINS | TUSIOOZZINS | OSIO0ZZT | GVIOOZLINS
9YTOOZLINS | VPIOOZLINS | EVIOOZZINS | TVIOOZLINS | EETOOZZINS | ZET00ZZINS | TCIO0ZZINS | LTTO0ZZT | 6OTOOCLINS | SOTOOZLINS
ZOTOOZLINS | SOTOOZLINS | POTOOZLINS | EOTOOCLINS | S6000ZZINS | ¥6000Z/1 | £6000ZLINS | TS000Z/INS [ OB000ZZINS | 8LOOOZLINS
SLIOOOCLINS | TZOOOZLL | 6O0DOZLINS | BO0OOZZINS | S9000ZLT | Z9000ZZINS | LSOOOZZINS | ©SO00ZLT | ZSOOOZLINS | TSOOOZLINS
0SO00ZLINS | 9POOOZZINS | SVOOOCLINS | ZVOOOZLINS | IVOOOZLINS | OVOOOZLINS | 9E000ZLINS |  6Z000TLT €2000ZL1 | ZTOOOZLINS
TZ000ZLINS |  ZTOOOZLT 9T000Z.T ST000ZLT TT000ZZT | OTOOOZZINS |  S0000ZLT TOO00ZLT | T9TOOZ9INS |  SSTOOCIT
¥STOOCIINS | 6YT00C9T BYT00CIT YPI0029T | SCLOOCIINS | GOTOOZSINS |  BOTOOCIT Z0TOOZIT | 9OTOOZIINS | SOTOOZIINS
VOTOOZIINS | £6000Z9TNS | Z6000CIINS | 68000791 £8000Z9T 9800091 8L000Z9T | LLOOOZ9INS | 9£000291 ££000Z9T
TL000Z9T 12000291 69000291 89000291 9000291 ¥900029T | 09000Z9INS | SS00029T | PSO00Z9INS |  1S000Z9T
0500029t GPO00ZIT | IPOOOZIINS | BEOOOCIINS |  6CO0OTIT B8Z000CIT LT000C9T | VZOODZIINS | £C000C9T | OCODOZIINS
BTOOOCIINS |  Z1000C9T TI000ZST | 60000C9TINS |  80000TIT 20000291 000091 V0000291 £000029T T0000C9T

TT568-0T0-0686 / TOOTTL PquinN [9po

TY HOM ISOUBRAI{IGON SSWEN [SPoiN

sJaquinp Jepas wWalsAs papedu| — v xjpuaddy

SdiliHd



2405 adeq YOO-UXQ-0d-PZ0TH WED 20u31353Y sdiliyd
BTZO0TSINS C9TO00ZLINS TLO000TLINS TT000ZLT ETTO0ZLINS 09000ZLT 9
G60TOOEGINS 66000£6TNS 86000E6TNS 88000£6INS £/000E6INS 9L000€6TNS SLO00EGTNS ¥Z000EGTNS CLO00EGINS OL0DOEGTNS
£9000E6INS 99000£6TNS £9000€6INS ¥O00E6TNS EV0D0EGTNS SEOOOEGINS CEOOOEGINS 0OE000E6TNS 8TO00ESTNS SZ000E6INS
¥ZO00EGTNS €C000E6TINS 9TO00E6TNS SOOOCEETINS TO000EGTNS TOODOEETNS SETO0ZIINS LEEDOTBINS SEEO0ZBINS VEEOOTBINS
CEEOOTBINS YILOOTBINS OTEQDZBINS Z6T00TBINS 88T00TBINS TLTO0ZBINS T9Z00ZBINS 09700ZBINS ¥STOOIBINS SYTOO0ZBINS
¥¥CO0CBINS LECOOZBINS YECOOZEINS EECOOZBINS CEZO0TBINS CCTO0ZBINS 6T TO0ZIINS LTTOOTBTINS 9TZ00TBINS STIOOCBINS
TTZOOCBINS 80TO0TBINS 90Z00Z8TINS SOZOOTBINS E€0TO0TIBINS 00TOOTBINS LO0DDEGINS Y6TO00T8INS 68TO0TBINS LB8TOOZBINS
SSTO0TZSINS €8T00Z8TNS S/TOOZEINS Y/TOOTBINS €LTO0TBINS TLT00Z8T 63TOOCSTNS 99TO0ZBINS SSTO0ZBINS T9TODZSTINS
09T00ZBINS 6STO00ZSTINS STOOTBINS TrTO0T8TINS OFTOOZBTINS GETOOCRTINS LETOOTBINS LZTOOTBINS E£2I00ZBINS £800008TNS
LTTO0ZSINS 9TTO0I8INS CTTO0ZBINS OTTOOZ8INS 60T00ZSINS S6000TBINS S6000Z8TNS 88000T8INS 98000Z8TNS S8000ZBINS
¥8000Z8TNS TB000ZBTNS T8000T8INS C/000Z8TINS TZ000TBTINS 0/000Z8TNS 89000T8TNS £9000Z8TNS T2000Z8TNS £SODOZBINS
95000281 6¥000T8INS 8000781 4000281 9000781 SP000Z8T EVO00TBINS THO00Z8T THOODTBINS OFO00ZBTNS
8E000¢3T SEO00TBINS 6£00078 ¥E000TSTNS E€€00078T TEODOTBINS TE000T8T €TO00ZBINS CTO00ZBINS TTO00T8INS
OTO0OZBTNS 60000Z8TNS B0000TBTNS £0000T8TNS GETO0TLINS LECOOTLINS 9ETOOTLINS SETO0TLT ¥ZTOOTLINS OTTO0ZLINS
6TTOOCLINS LTTOOTLINS LOTO0TLINS SOZOOTLINS YOZOOCLINS TOTO0ZLINS TOZOOTLINS 00Z00ZLINS 86T00ZLINS L6TOOZTLINS
96T00Z/TNS S6TOOTLINS ETO0ZLINS Z6TO0TLINS T6TO0TLTNS 68TOOZLTINS 88TO0ZLINS £8TO0ZLINS Z8TOOTLINS T8TOOZLINS
9LTO0TLINS SLTO0TLINS PLIO0ZLINS ELTOOTLINS TLIOOTLINS TLTO0ZLTINS 89100241 L9TO0CLINS 99TO0ZLINS S9TO0ZLT
¥ITO00ZLTINS EITOOCLTINS 09T00TLTINS 6STO0TLINS 8STOOTLINS LSTOOZLTINS TSTOOTLTINS OFTO0C/INS 6ETO0TLENS 9ETO0CLINS
TETOOZLTINS 6CTO0CLINS LTTO0TLINS TCTO0CLINS STTOO0CLINS YETOOULE TITOOTLINS 90TOOTLINS COTOOTLINS TOTOOZLINS
OOTOOTLINS 66000TLTNS B86000ZLTNS £6000TLINS 96000ZLTNS T6000ZLINS 68000ZLTINS 8B000ZLINS £8000TLINS 98000CLT
¥8000Z/INS E£B000TLINS CBOOOZLINS S9000ZLTNS 6S000ZLT 89000741 9S000ZLTNS SSO00TLINS 6V000ZLTINS E€¥000ZLT
BE000TLT LE000TLT E£000TLT ZEO00TLT 0E000ZLT LT000TLT 9Z000TLT SC000TLT YZ000ZLY 0Z000ZLT
610001 FT0007LT £0000CLT 90000ZLT S00002LT +0000TLT £0000TLT Z0000ZLT SETO0CST 9TTO0TIINS

TC568-0T0-0686 / #OOTTL S3qUInN |9pOoy

74 YOM JsoulRIGIIGOIN PUISN [9PON

SditliHd



L j093dey PO0-4XO-Qd-re0TH WD 22uas34ay sdiiyd
4T3 vT SY00TYHINS
YYOOTY6INS | YOODTVOTAZNS vl "S000TVBINS | LCOOLFOTAZNS | 9COOLVOCAZNS | PZOOTFOTAZNS | TCOOTYOZAZNS | 6TOOTVOTAZNS | ETOOTFOTAZNS
ZI00TYOZAZNS | BOOOTVSINS | LOOOIVSINS | SOOOTVEINS | VOOOI¥BINS | 6G000TYGINS | SEOOTHOINS | SZOOTHOINS | OTZOOTYOINS STO00TYOINS
ZTOOTYOINS 8000T+0T Z00OTFOZNS | 9000TPOINS | POOOTVOTNS €000TY0T OVIOTYGINS | VELOLPGINS €ETOTPGL TETOTVET
OCTOIVGINS | SZTOIFGINS | VZIOTVGINS | CZIOLVGINS | TZIOTVGINS | OZIOTLFGINS | GILTOTYGINS | LUTOTPGINS | FITOTYGINS STTOTFGINS
TITOTV6INS | OLLOTPGINS | GOTOIVGINS | BOTOIVGINS | [OTOIYGINS | OOTOLVGINS | SOTOIPGINS | FOTOTVGINS | EOTOTPGINS | 9600TPEINS
S600TYGINS T600TV6INS | OGO0OTVGINS | 6800TVGINS | SBOOIPGINS | LSOOTFGINS | 9800Tv6INS | SBOOTHEINS | ¥BOOTVEINS | €SCOTVGINS
TS0OTY6INS | TUSOOTPGINS | UBCOIPGINS | GLOOTYGINS | SLOOTYGINS | Z/OOTHEINS | 9L00TYGINS | SZCOTVGINS | ¥LOOTVGINS €L00TFGINS
ZZOOTVGINS | OLOOTVGINS | 6900TVGINS | BOODIVGINS | Z900TP6INS | S900TVGINS | O00TY¥GINS | €900T#FGINS | Z900TFGINS | T90OTPEINS
0900TV6INS | GSOOTUGINS | SSOOTVGINS | {SOOTVGINS | 9S00TPGINS | SSOOTVGINS | PSOOLPGINS | ESOOTYGINS | TSOOTVGINS | TSOOTYGINS
OSOOTLYGINS | GVOOIFGINS | BYOOIVGINS | SPOOIVGINS | EvOOIVGINS | CZVOOIVGINS | TVOOIYGINS | OFOOIP6INS | GEOOEVGINS | EEOOTYEINS
TEOOIFGINS | TEOOTVGINS | OSOOTVGINS | GCODTVGINS | SZOOTFGINS | ZZOOTYGINS | OZOOIYEINS | SZOOTY6INS | WCOOTVGINS | ETOOTFEINS
TTOOTHEINS TZOOTYGINS | OZOOTVGINS | G6L00TVGINS | STOOTYGINS | LTOOTPGINS | OTOOTY6INS | bIOOTPGINS | ETOOTHEINS Z100T¥61
OTOOTPGINS | SODOI¥GINS | ZOOOTYGINS | S000TYGINS | SOOOTVGINS | VOOOTYGINS | £000TY6INS | ZOOOTHEINS TOOOTY6INS | OGZOOCSINS
Z2568-0T0-0686 / 900TTL Haqunp |apoiN
T uam 150uBuiG|IGo PWBN [PPOiN
LOOOSINS
TEO0LTNS €0006TNS £0008TNS TE008TNS 9E006TNS SZODGTNS ¥ZOO6INS €TO0LTNS TZOOGINS 8000/ TNS
200/ TNS TZOOLINS ZTOOBINS OTOOSINS TE00Z TNS OZO0LTNS PEOOSTNS SO000SINS TTOOSINS LZO0LTNS
9700LTNS £T008TNS 8TOOBTINS SO0D6TNS STOOSINS ZOOOGINS YEOD6TINS SEO006TNS | EFTOOZSINS 9Z006TNS
OE00LTNS 8100/ INS ZTOO6TNS £E006TNS YO00BTNS 90008TNS 60008TNS £000LENS 6E006INS STOO6INS
L0004 TNS TE006TNS SEO006TNS 8CO0LTINS LT006TNS 9T008INS OTO0LINS 6000LTNS STOOBTINS £E00BINS
ZE008TNS 6C00LTNS O0E006TNS TOOOSINS €C00LTNS TTOO6INS 9100/ TINS SO00ZINS ¥000LINS LTODSTNS
¥Z00£ TNS OVOO6TNS TO00L TNS 6C006TNS LTOOLTNS £C006TNS 90006 TNS 80006TNS €T00SINS LTO06TNS
91006TNS 9000/ TNS OC006TNS TTO06INS 000/ INS YEOOLTNS 6T006TNS STOOLINS O006TNS TOOOG6TNS
T7TS68-0T0-0686 / SO0TTL :42qWINN [9pow
Z8 ¥am 1soulie|Gal IO Saweu [spon

SdiliHd



PO0-YXG-Od-¥Z0TH 432 90ua333Y sdijiyd

L3033
€L00THOZNS | TLOOTHOZNS ¥4
CTOOTLYOZAZNS | VTOOTPOZAZNS | TTOOTVOZAZNS | GOOOTYOZAZNS | ZETOTYEINS | 9ETOTHGINS | SETOTYEINS | 6TTOTPGINS | LZTOIVGINS | STTOTHEINS
ELTOTPGINS 9TTOTFEINS STTOTFEINS ZOTOTY6INS | TOTOTFGINS | OOTOTPGINS | 6600THGINS | B600TVE6INS | Z600TPEINS | YHO0THFGINS
£600LPETNS ¢600THSTNS TLQ0TWEINS 9p00TYET #H00TH6T BEOOTY6T | ZEO00TVGINS | 9E00TPEINS | SEOOTISINS | VEOOTPGINS
ZTS68-0T0-0686 / LOOTTL :13quINN |9poiN
24 HaMm 1souBBIQaIqON SWRN [3poiN

SdillHd






